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" The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 1 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION 

- Extensions of time may be available under the provisions of 37 CFR 1 136(a) In no event however may a reply be timely filed 
after SIX (5) MONTHS from the mailing date of this communication 

- If the period for reply specified above is less than thirty (30) days a reply w:thin the statutory mmim-jm of tfiirty ■:30,i days I be cc-side^er! ' ■'■e v 

- If NO period for reply is specified above, the maximum statutory period will apply and wiii expire SIX '6) MONTHS 'rorr. tne rraiiTc; ;ia;e ~' ■.: ■ :■ ■ 

- Failure to reply within the set or extended period for reply will Py statute cause the application to become ABANDuNLU ::.t- U b a ' 

- Any reply received by the Office later than three months after the mailing date of this communication even if timely filed may reduce any 
earned patent term adjustment See 37 CFR 1 704(b) 

Status 

1)S Responsive to conimunication(s) filed on 02 February 2001 . 
2a)n This action is FINAL. 2b}\E\ This action is non-final. 

3) 0 Since this application is in condition for allowance except for format matters prosecutior^ as thp m^^rit^ tQ 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213 
Disposition of Claims 

4) \Z\ Claim(s) 1-30 is/are pending in the application 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) 0 Claim(s) is/are allowed. 

6) n Claim(s) is/are rejected. 

7) n Claim(s) is/are objected to. 

8) 0 Claim(s) 1-30 are subject to restriction and/or election requirement. 
Application Papers 

9) Q The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on is/are: a)n accepted or b)n objected to by the Examiner 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 85(aj 

1 1 )□ The proposed drawing correction filed on is: a)n approved b)^ disapproved by the Examiner 

If approved, corrected drawings are required in reply to this Office action. 

12) n The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) 0 Acknowledgment is made of a claim for foreign pnonty under 35 U.S.C. § 1 19(a)-(d) or (f). 

ajQAII b)n Some*c)n None of: 

1 Certified copies of the priority documents have been received 

2. n Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17 2{a)) 
* See the attached detailed Office action for a list of the certified copies not received 

14) n Acknowledgment is made of a claim for domestic pnonty under 35 U.S.C § 119(e) (to a provisional application} 

a) □ The translation of the foreign language provisional application has been received. 

15) 0 Acknowledgment is made of a claim for domestic priority under 35 U S C §§ 120 and/or 121 
Attachment(s) 

1) □ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) Paper No(s) 

2) □ Notice of Draftsperson s Patent Drawing Review (PTO-948) 5) □ Notice of Informal Patent Application fPTO^I 52) 

3) □ Information Disclosure Statement(s) (PTO-1449) Paper Nofs; 6; □ Other 
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DETAII.FI) ACTION 



Requirement lor Restriction 



Reslriclion to one of the following in\ enlions is required under I '.S.C; 121 . 
In aeeordance with 37 Cl'R 1.142. appheanl is required, ui repi} to this aelion. to elect a 
single in\ ention to whieh the elainis must be restricted. 



classified in class 530. subclass 333^. 

111. Claims 27-30. drawn to a spray unit eoniaimng a pharmaceutical compusiiiou. 
classiHed in class 1)24. subclass 111. 

The inventions are distinct, each from the other because of the followmg reasons; 

inv entions I and 11 are related as product and process t>f makuig. The nuentions can be 
shown to be distinct if either or both of the Ibllow ing can be shown: ( 1 ) the process as claimed is 
not an obvious process of making the product and the process as claimed can be used to make 
other and different products; (2) the product as claimed can be made b\' another and materially 
different process. (MPI-P section 8()6.(J5( f)). In the mstanl ca.se the prnduct as clauiied couki he 
made by another and materially different process. 1 here fore, these ln\ entions are patentably 
dfstinct. 

Inventions I and 111 are related as the medical device contams a composition ot Invention 
1. However, the medical dev ice and composition fall within distinct classes, f urthermore, the 
medical de\ ice could house an inllnilc number of compositions, which would necessarih ha\ e to 



Claims 1-24. drawn to a pharmaceutical composition containing a peptide. 



classified in class 514. subclass 9. 



Claims 25-26. drawn to a process of making a pharmaceutical composition. 
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be searched to address the iimitalion as claimed. Theretbre. these Iinentions are palenlablv 
distinct. 

The process of making a composition of hn ention II is nt)t germane to the spray unit of 
hn ention III. nor is the spray unit of Invention 111 necessar) lor the process of making a 
composition of hn ention 11. fherefore. these hnenlions are patentably distinct. 

Summan : Requirement for Restriction 

I he several in\'entions above arc independent and distinct, each irom the other, I he\ 
ha\e acquired a separate status in the art as a separate subject for in\ enii\e effect and rcL|uire 
independent searches. The search for each of the above inventions is not co-extensive 
particularh with regard to the hteralurc search. Further, a reference, which would anticipate the 
in\ ention of one group, w ould not necessarih anticipate or e\ en make ob\ lous anothei- group, 
f inally, the consideration for patentability is dilTerent in each case. fhus. it would be an undue 
burden to examine all of the above inventions in one application. Restriction for examination 
purposes is therefore proper. 

Applicant is advised that the repl>- to this requirement to be complete must include an 
election of the in\ ention to be examined e\ en though the requirement be tra\ ersed (37 CR\ 
1.143). 

Applicant is reminded that upon cancellation of claims to a non-etected im ention. the 
inventorship must be amended in compliance w ith 37 CI R 1.48(b) if one or more of the 
currenth named inventors is no longer an inventor of at least one claim remaining in the 
application. .An\ amendment tif in\enl(M-ship must be accompanied b\ a petition under ^^"^ (1 R 
1 .4<S(b) and b> the fee required under 3 7 C I R I . I 7( i ). 
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Request for Prcliminan Set of Amended C laims 

Based on the elaims as originally Hied, there are man> dependeneies ann)nL: the difterent 
in\entions identified abo\e. nameU tVt)ni hneiitions II and 111 to Invention 1. Should Invention 
11 or 111 be eleeted. Applieant is requested to submit a preliniinar> set ofaniended elainiN. 
directed to the elected in\ ention. which do not contain any dependencies to any other non- 
elected inventions (claims), and which are fulK descriptive of and include all limitalicms to that 
set of claims representing the elected inv ention. 

Conclusion 

No claims are allowed. 

Any inquir\ concerning this communication or earlier communications from the 
examiner should be directed to Maury Audel whose telephone number is 703-305-5039. 1 he 
examiner can normallv be reached from 7:00 AM 5:30 PM. off i-ridav s. 

If attempts to reach the examiner bv' telephone are unsuccessful, the examiner's 
supervisor. Brenda Brumbaek can be reached at 703-306-3220. I he lax phone numbers loi- the 
organization where this application or proceeding is assigned are 703-30S-4242 loi- regular 
communications and 703-30S-1234 for After f inal communications. 

Any inquiry of a general nature or relating to the status ol this application or proceeding 
should be directed to the receptionist whose telephone number is 703-308-1235. 
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BRENDA BRUMBAGk 
SUPERVISORY PATOfT EXAMINE ^ 
TECHNOLOGY CENTO 160r 



